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1 )^ Responsive to communication(s) filed on 09 July 2007 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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DETAILED ACTION 

In view of the appeal brief filed on 07/09/2007, PROSECUTION IS HEREBY 
REOPENED. 

To avoid abandonment of the application, appellant must exercise one of the 
following two options: 

(1) file a reply under 37 CFR 1.111 (if this Office action is non-final) or a reply 
under 37 CFR 1 .1 13 (if this Office action is final); or, 

(2) initiate a new appeal by filing a notice of appeal under 37 CFR 41 .31 followed 
by an appeal brief under 37 CFR 41 .37. The previously paid notice of appeal fee and 
appeal brief fee can be applied to the new appeal. If, however, the appeal fees set forth 
in 37 CFR 41 .20 have been increased since they were previously paid, then appellant 
must pay the difference between the increased fees and the amount previously paid. 

A Supervisory Patent Examiner (SPE) has approved of reopening prosecution by 
signing the office action. 

• Claims 1-7, 9-10, 12-20, 22-23, 25-30 are pending in the instant 
application. 

Priority 

Receipt is acknowledged of papers submitted under 35 U.S.C. 119(a)-(d), which 
papers have been placed of record in the file. 
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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 9, 22, and 23 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claims 9 and 22 recites the limitation "QMS". It is unclear what CMS stands for. 

Claim 23 recites the limitation "according to claim 8". There is insufficient 
antecedent basis for this limitation in the claim, since claim 8 had been cancelled. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 1, 3, 4, 16, and 19 are rejected under 35 U.S.C. 102(b) as being 
anticipated by HEILIGENSTEIN (EP 0919236). 

Applicant's claims are directed toward a composition comprising of: an active 
compound, such as venlafaxine hydrochloride; a binder, such as hydroxypropyl 
methylcellulose; a nonpareil inert core, such as an inert sugar core; a separating layer 
made of hydrophilic polymers, such as hydroxypropyl methylcellulose; a hydrophobic 
polymer layer made of cellulose derivatives, such as cellulose acetate as defined by 
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Applicant's disclosure at page 4, 7th paragraph; and a plasticizer, such as triethyl 
citrate. 

HEILIGENSTEIN teaches a composition comprised of: an active compound, 
such as venlafaxine hydrochloride (see pg. 3, line 8-9; pg. 4, line 48; and claim 2); a 
binder, such as hydroxypropyl methylcellulose (see pg. 3, line 33); a nonpareil inert 
core, such as sucrose (see pg. 3, line 28), which is an inert sugar core; a separating 
layer (see pg. 3, line 34) made of hydrophilic polymers, such as hydroxypropyl 
methylcellulose (see pg. 3, line 35); a controlled release polymeric layer made of 
cellulose derivatives, such as HPMCAS (see pg. 3, line 39), which is a cellulose 
acetate; and a plasticizer, such as triethyl citrate (see pg. 3, line 42). Additional 
disclosure includes: administering once a day (see pg. 4, line 48). 

Note, the prior art's composition is inherently capable of "controlled release of the 
venlafaxine hydrochloride over an extended time period" since the prior art's 
composition has the same ingredients as claimed by Applicant. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the phor art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 
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Claims 1-7, 9-10, 12-20, 22-23, and 25-30 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over HEILGENSTEIN (BP 0919236). 

As discussed above, HEILIGENSTEIN teaches a composition comprised of: an 
active compound, such as venlafaxine hydrochloride (see pg. 3, line 8-9; pg. 4, line 48; 
and claim 2); a binder, such as hydroxypropyl methylcellulose (see pg. 3, line 33); a 
nonpareil inert core, such as sucrose (see pg. 3, line 28), which is an inert sugar; a 
separating layer (see pg. 3, line 34) made of hydrophilic polymers, such as 
hydroxypropyl methylcellulose (see pg. 3, line 35); a controlled release polymeric layer 
made of cellulose derivatives, such as HPMCAS (see pg. 3, line 39), which is a 
cellulose acetate; and a plasticizer, such as triethyl citrate (see pg. 3, line 42). 
Additional disclosure includes: administering once a day (see pg. 4, line 48). 

The reference does not specifically teach adding the ingredients in the amounts 
claimed by Applicant. The amount of a specific ingredient in a composition is clearly a 
result effective parameter that a person of ordinary skill in the art would routinely 
optimize. Optimization of parameters is a routine practice that would be obvious for a 
person of ordinary skill in the art to employ and reasonably would expect success. It 
would have been customary for an artisan of ordinary skill to determine the optimal 
amount of each ingredient to add in order to best achieve the desired results of the drug 
release over a specific time. Thus, absent some demonstration of unexpected results 
from the claimed parameters, this optimization of ingredient amount would have been 
obvious at the time of Applicant's invention. 
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Note, the prior art's composition is inherently capable of "control release of the 
venlafaxine hydrochloride over an approximately 24 hour period" since the prior art's 
composition has the same ingredients as claimed by Applicant. 
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Telephonic Inquiries 

Any inquiry concerning this communication or earlier communications from tine 
examiner should be directed to JAKE M. VU whose telephone number is (571)272- 
8148. The examiner can normally be reached on Mon-Tue and Thu-Fri 8:30AM- 
5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on (571) 272-0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more Information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 
/Jake M. Vu/ 



Jake M. Vu, PharmD, JD 
Art Unit 1618 



